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Office Action Summary 



Application No. 



Applicant(s) ^ >, 



Examiner 



Group Art Unit 



— 77ie MAILING DATE of this communication appears on the cover sheet beneath the correspondence address— 
P ri d for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MQNTH(S) FROM THE MAILING DATE 

OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a repty be timely filed after SIX (6) MONTHS 
from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for repty is specified atx)ve, such period shall, by default, expire SIX (6) MONTHS from the nmiling date of this communication . 
• Failure to repty within the set or extended period for repty will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 



Status 

*j^f^esponsive to communication(s) filed on _ 



0^ 



□ This action is FINAL. 

□ Since this application is in condition for allowance except for fomnat matters, prosecution as to the merits Is closed In 
accordance with the practice under Ex parte Quayle, 1935 CD. 1 1; 453 O.G. 213. 



DIsp sition of Claims 

^^lalm(s) 

Of the above claim(s)- 

□ Claim(s) 

3^lalm(s): 

□ Claim(s) 



□ Claim(s)- 



Appllcation Papers 

□ See the attached Notice of Draftsperson's Patent Drawing Review, PTO-948. 

□ The proposed drawing correction, filed on is □ approved □ disapproved. 

□ The drawing(s) filed on is/are objected to by the Examiner. 

□ The specification is objected to by the Exanniner. 

□ The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. § 119 (aHd) 

□ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 11 9(a)-(d). 

□ All □ Some* □ None of the CERTIFIED copies of the priority documents have been 

□ received. 

□ received in Application No. (Series Code/Serial Number) 



. is/are pending in the application. 

is/are withdrawn from consideration. 
. is/are allowed. 

is/are rejected. 

. is/are objected to. 

are subject to restriction or election 
requirement. 



□ received in this national stage application from the International Bureau (PCT Rule 1 7.2(a)). 

•Certified copies not received: 

Attachm nt(s) 



□ Information Disclosure Statement(s), PTO-1449, Paper No(s). 

□ Notice of Reference(s) Cited, PTO-892 

□ Notice of Draftsperson's Patent Drawing Review, PTO-948 



□ Interview Summary, PTO-413 

□ Notice of Informal Patent Application, PTO-152 
n Other 



Office Action Summary 



U. S. Patent and Trademarit Office 
PTO-326 (Rev. 9^7) 



Part of Paper No.. 



•U.S. GPO: 1998-454-457/9750S 
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Applicant's election with traverse of testosterone proprionate and dienogest in 
Paper No. 16 is acknowledged. The traversal is on the ground(s) that the requirement 
makes no sense, is unfair, and no burden has been shown. This is not found 
persuasive because the first assertion is conclusory and the second assertion should be 
addressed to congress. As to the last assertion, no burden need be shown for an 
election of species. Injtead, if applicants state on the record that the species are 
equivalent, the requirement will be withdrawn. However, a rejection over one species 
shall a ppl y to all. 

The requirement is still deemed proper and is therefore made FINAL. 

The 112 1®^ paragraph rejection is withdrawn because it is directed to non elected 
species. 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-4, 12-17, 20 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over HJijsch et al in view of Horrobin, Shibutani et al and Riley et al. 

Hesch et al. Disclose that it is well-known in the art that androgens such as 
testosterone are useful in methods of treating androgen deficiency in man (column 1, 
lines 10-16). Such a deficiency is known to cause benign enlargements of the prostate 
(column 1, lines 46-54 )^testosterone proprionate is specified (column 1 line 13). 

Hesch et al. do not disclose gestagens. 
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Horrobin teaches that those with benign prostatic hypertrophy are at risk of 
developing prostatic cancer (column 40 lines 21-27). 

Shibutani et a! teach treatment and prevention of prostate cancer with dienogest 
(claim 8). 

It would have been obvious to one of ordinary skill to add dienogest to the 
androgen deficiency treatment disclosed by Hesch et al to achieve the beneficial effect 
of preventing prostate cancer in view of Shibutani et al in light of the fact that androgen 
deficiency can g ive rise to prostatic hypertrophy in view of HeRch pt a! whlr.h in tiirn f^r^n 
lead to prostate cancer in view of Horrobin. 

As to the claimed ranges of androgens and gestagens dosages, it is within the 
skill in the art to select optimal parameters such as ratios, ranges of doses or weight 
percents of components in order to achieve a beneficial effect. See In re Boesch . 205 
USPQ 215 (CCPA 19880). Therefore, the ratios, ranges of doses or weight percents 
instantly claimed are not considered critical absent evidence showing unexpected and 
superior results. 

As to the claimed dosage forms of androgens and gestagens, Riley et al. 
disclose varieties of dosage forms for androgens and gestagens. It would have been 
obvious to one having ordinary skill in the art to choose a particular dosage form 
appropriate for the patient under treatment. 

No claims allowed. 



Application/Control Number: 09/719,221 



Page 4 



Art Unit: 1617 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Edward Webman whose telephone number is 308-4432. 
The examiner can normally be reached on Monday-Friday 9am-5pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, S. Padmanabhan can be reached on 305-1877. The fax phone numbers 
for the organization where this application or proceeding is assigned are 305-3592. Any 
inquiry of a general nature or relating to the status of this application or proceeding 
shGuld-be-direeted-t04he-reGepti0nist-whose4elephone-number-i^ 

Webman/tgd 
March 4, 2003 




